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DESCRIPTION:   

Pregnant Women are a Special Population for whom there are additional requirements in the Dept of Health & Human Services regulations and in several state laws.  The regulation was created with the knowledge that it would apply to both biomedical and social/behavioral research.
Research on Neonates is included on the form for E&I Form 25D, Children.
MAKE A COPY FOR YOUR STUDY CORRESPONDENCE FILE.

Send completed package to submit@eandireview.com.
INSTRUCTIONS:  Complete the following tests, starting with Test 1 and continuing as needed.  Please note that the only additional information requested on this form is a reference to where the reviewer can find the answer in your protocol. 
	A. Investigator & Study

	Name:
	     

	Company:
	     

	Project Title:
	     

	Assigned Number:
	     

	Which regulations are to be applied?

	a
	The Common Rule
	 FORMCHECKBOX 

	     

	b
	The Department of Education 
	 FORMCHECKBOX 

	

	c
	The Food and Drug Administration
	 FORMCHECKBOX 

	

	e
	FERPA (Use E&I Form 26D)
	 FORMCHECKBOX 

	

	f
	Other (please identify)
	 FORMCHECKBOX 

	


	B. Test 1 

	If the test is “yes” –
sign here and attach page one only.  There are no further requirements and expedited process may be requested.  

If the test is “no” –
continue to Test 2.

	1    FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
	All of the following are true:

 FORMCHECKBOX 

Risk to the pregnant woman is not greater than minimal

 FORMCHECKBOX 

Risk to the fetus is not greater than minimal

 FORMCHECKBOX 

The study is not funded by DHHS, DOD or EPA
Sign _____________________________________ Date ______________________




	C. Test 2 – 45 CFR 46.204

	· All items in the left most columns must be “Yes”.  

· If there is any “No” response skip to section D.

· Please reference a page, paragraph or section of the protocol to justify your response.

	
	Cite page with relevant information 

	1   FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
	One of the following is true: (Check box that is true) 

 FORMCHECKBOX 

Preclinical studies, including studies on pregnant animals, and clinical studies, including studies on non-pregnant women, are not scientifically appropriate to this research.

 FORMCHECKBOX 

Preclinical studies, including studies on pregnant animals, and clinical studies, including studies on non-pregnant women, 

----
have been conducted AND
----
studies provide data for assessing potential risks to pregnant women and fetuses. 
	     

	2   FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
	One of the following is true: (Check box that is true) 

 FORMCHECKBOX 

The risk to the fetus is caused solely by interventions or procedures that hold out the prospect of direct benefit for the woman or the fetus.

 FORMCHECKBOX 

There is 

---
no prospect of benefit to the fetus, 

---
the risk to the fetus is NOT greater than minimal and 

---
the purpose of the research is the development of important biomedical knowledge which cannot be obtained by any other means.    (IF DOD, replace biomedical with generalizable.)
	     

	3   FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
	The risks identified are the least possible for achieving the objectives of the research. 
	     

	4   FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
	If consent of the mother cannot be obtained, skip to Section D.  

 FORMCHECKBOX 

Consent of the mother is obtained If the study

---
holds out the prospect of direct benefit to the pregnant woman, or

---
the prospect of a direct benefit both to the pregnant woman and the fetus, or 

---
no prospect of benefit for the woman nor the fetus when risk to the fetus is NOT greater than minimal and 
 FORMCHECKBOX 

the purpose of the research is the development of important biomedical knowledge that cannot be obtained by any other means.  (IF DOD, replace biomedical with generalizable.)
	     

	5   FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
	Check yes if 

 FORMCHECKBOX 
 
the direct benefit is solely to the pregnant woman, 
 FORMCHECKBOX 

the direct benefit is solely to the fetus and consent of both mother and father are to be obtained, 

 FORMCHECKBOX 

the father’s consent will be gained except in the case of an individual father who is unavailable, incompetent, temporarily incapacitated or if the pregnancy resulted from rape or incest,

 FORMCHECKBOX 
 
there is no prospect of benefit, and there is less than minimal risk to the fetus. 
	     

	6   FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
	The reasonably foreseeable impact of the research on the fetus or neonate is included in the risk section of the consent document.
	     

	7   FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
	Check “Yes” if one of the two are checked.

 FORMCHECKBOX 

No pregnant minors will be included  or

 FORMCHECKBOX 

Pregnant minors will be included and 

---
State requirements for consent of a pregnant minor  (or assent and permission) have been met and 

---
E&I Form 26D (Children) is attached.

---
Name the state(s) involved      
	     

	8   FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
	No inducements, monetary or otherwise, will be offered to terminate a pregnancy. 
	     

	9   FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
	Check “Yes” if one of the two are checked.

 FORMCHECKBOX 

Termination of pregnancy is not a part of this study or 

 FORMCHECKBOX 

Individuals engaged in the research will have no part in any decisions as to the timing, method, or procedures used to terminate a pregnancy. 
	     

	10  FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
	Check “Yes” if one of the two are checked.

 FORMCHECKBOX 

Viability of a neonate is not a question in this study or 

 FORMCHECKBOX 

Individuals engaged in the research will have no part in determining the viability of a neonate. 
	     

	11 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
	Check yes if DOD is NOT involved.

IF DOD is involved check each that is true:
 FORMCHECKBOX 

The applicability of Subpart B is limited to research involving pregnant women as participants in research that is more than minimal risk and included interventions or invasive procedures to the woman or the fetus or involving fetuses or neonates as participants.

 FORMCHECKBOX 

Fetal research (involving DOD) must comply with the US Code Title 42, Chapter 6A, Subchapter III, Part H, 289g.
	     
     


	D. Test 3 – Neither Test 1 nor Test 2 worked

	· All items in the left most columns must be “Yes”.  

· The decision of the Secretary must be documented.

	Three “yes” responses are required.

	1  FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
	This study failed both test 1 and test 2 and either:
 FORMCHECKBOX 

Preclinical studies, including studies on pregnant animals, and clinical studies, including studies on non-pregnant women, are not scientifically appropriate to this research.

 FORMCHECKBOX 

Preclinical studies, including studies on pregnant animals, and clinical studies, including studies on non-pregnant women, 

----
have been conducted AND
----
studies provide data for assessing potential risks to pregnant women and fetuses. 

	2   FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
	The research presents a reasonable opportunity to further the understanding, prevention, or alleviation of a serious problem affecting the health or welfare of pregnant women, fetuses or neonates. 

	3   FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
	A written statement signed by the Secretary of DHHS (or his/her designee) is attached stating either:

 FORMCHECKBOX 

 That the research in fact satisfies the conditions of Sec. 46.204, as applicable; or 

 FORMCHECKBOX 

 The following:  

---
The research presents a reasonable opportunity to further the understanding, prevention, or alleviation of a serious problem affecting the health or welfare of pregnant women, fetuses or neonates; 

---
The research will be conducted in accord with sound ethical principles; and; 

---
Informed consent will be obtained in accord with the informed consent provisions of subpart A and other applicable subparts of this. 


	Signatures
	Principal Investigator
	Person who prepared the form, if different

	Signature
	
	

	Printed name
	     
	     

	Title
	     
	     

	Date
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